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International application No. 
PCT/US 03/30010 



International filing date 

(day/month/y0ar) 18/09/2003 



Applicant 

MEDTRONIC VASCULAR, INC. 



1 . 12 TTi® applicant is hereby notified that the International Search Report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant Is entitled. If he so wishes, to amend the claims of tiie Intemational Application (see Rule 46): 

When? Thetimellmltforfillngsuchamendmentsisnormally2monthsfromthedateof transmittal of the 
Intemational Search Report; however, for more details, see the notes on tiie accompanying sheet. 



Where? Oirectiytothe 



i ntemational Bu reau of Wl PC 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
Fasdmile No.: (41-22) 740.14.35 



For more detailed Instructions, see the notes on the accompanying sheet 

2. I — I The applicant is hereby notified that no Intemational Search Report will be established and that the declaration under 
. < — I Article 17(2)(a) to that effect Is transmitted herewltii. 

3. With regarxl to the prY>test against payment of (an) addtional tee(s) under Rule 40.2, the appHcaint Is notified that 

□ ttie protest together with the decision thereon has been transmitted to tfie Intemational Bureau together with the 
applicanrs request to fonvard the texts of botii ttie protest and the decision tiiereon to the designated Offices. 

no decision has been made yet on the protest; the applicant will be notified as soon as a decision Is made. 

4. Further action(s): The applicant Is reminded of the following: 

Shortiy after 18 months from ttie priority date, ttie intemational application will be published by the Intemational Bureau, 
if the applicant wishes to avoid or postpone publication, a notice of wittidrawal of the international application, or of the 
priority claim, must reach the Intemational Bureau as provided In Rules 90bfe.1 and 90£tfs.3, respectively, before the 
completion of ttie technical preparations for Intemational publication. 

Wittiln 19 months from ttie priority date, a demand for intemational preliminary examination must be filed If ttie applicant 
wishes to postpone the entry into the national phase until 30 montiis from the priority date (in some Offices even later). 

Wittiin 20 months from ttie priority date, ttie applicant must perform ttie prescribed acts for entry into the national phase 
before ail designated Offices which have not been elected In ttie demand or in a later election within 19 monttis from ttie 
priority date or could not be elected because they are not bound by Chapter II. 





Name and mailing address of ttie International Searching Auttiority 

^ European Patent Office, P.B. 5818 Patentiaan 2 
NL-2280 HV Rijswijk 
, My/ Tel. (+31-70) 340-2040, Tx. 31 651 epo nl, 
^ Fax: (+31-70) 340-3016 


Autiiorized officer 

Sandrine Polenzani 



Form F»CT/ISA/220 (July 1998) 



NOTES TO FORM PCT/lSA/220 



These Notes are intended to give the basb instnictions conoeming the filing of amendnwnts under aftide 1 9. The 
Notes are I>a8ed on the requirements of the Patent Cooperation Treaty, the RegulatiiDns and the Actninistraiive Instniotions 
under that Treaty. In case of discrepaney Isetween these Notes and those requirements, the tatter are applicable. For more 
detailed infomrtation, see also the PCT Applicant's Guide, a put>ltcation of WIPO. 

In these Notes. *Aiticle*, *Rule*. and 'Section' refer to theprovisions of the PCT, the PCT Regulations and the PCT 
Administrative Instniotions respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 



Ihe applicant has, after having received the international search report, one opportunity to amend the claims of the 
international application. It should however b» emphasized that, since all parts of the international applicaiion (claims, 
description and drawings) may be amended during the international preliminary examination procedure, tttere is usuaDy 
no need to fQe amendments of the claims under Article 19 except where, e.g. the applicant wants the latter to be published 
for the purposes qi provisional protection or has anotlier reason for amendbig the claims before international ptxilication. 
Furthermore, it should be emphasized that provisional protection is availat)le in some States only. 



Whai parto cif ttie triternatlonal applicaftloh may be emefided? 

UrKier Article 1 9, only the daims may kM amended. 

During the intemationaj phase, ttie daims may also be amended (or further amended) under Article 34 before 
the International Preliminary Examintng Authority. The description and cfc-awtngs may only be amended urider 
Artide 34 before the Intemationd Examining Authority. 

Upon entry into the national phase, dl parts of the intemationd applicaftion may be amended under Article 28 
or, where applicatsle, Artide 41 . 



When? WitMn2monthsfromthedateof trarwmiltd of the intemationd search report or 16 rmmtl^ 

date, whichever time fimit expires later. It should be noted, however, that the amendments will lie oonddered 
as having been rsoeived on time if they are received tsy the Intemdiond Bureau alter the expiration of the 
applicable time fimit Init tiefbra the completion of the technied preparattoro for intematiorid puUiedibn 
(Rule 46.1). 



Where not to We the amendments? 

The amendments may only be filed with the Intemdiond Bureau and not with ttie receiving Office or the 
Intemdionai Searching Authority (Rule 46.2). 

Where a demand for intemdiond pre&minafy examination has l)een^s filed, see below. 



How? Either by cancdting one or more entire ddms, by adcfing one or more new ddms or by ameriding ttie text of 

one or more of the ddms as filed. 

A replacement sheet must be sutxnitted for each sheet of the ddms which, on account of an amendment or 
amendments, differe from the sheet prigindly filed. 

An the daims appearing on a r^Laoement shed must be numliered in Arabic numerals. Where a daim is 
cancdied, no renumtsering of the other claims is required. In all cases where ddms are renumtiered, they must 
be renumbered cortsecutively (Adminmtrdrve Indructtons, Section 205(b)). 

Tl«e amendments must be made In tite. language In which the International application Is to be puMlshad. 



What documents must/may accompany the amendments? 
Letter (SecUon 205(b)): 

The aniendments must be sut>mitted with a letter. 

The letter will not be pukaliahed with the intemationd application and the amended ddms. it should not be 
confused with the 'Stdement under Article 1 9(1)' (see below, under 'Statement under Article 19(1)*). 

The letter must be In English or French, at the choice of the applicant. However, If the language of the 
Intemationd application Is EngUsh, the letter must be in English; If the language of the International application 
is French, the letter must be In Frandi. 



Ndes to Fomi PCT/ISA/220 (fird sheet) (January 1 994) 



NOTES TO FORM PCT/IS A/220 (continued) 



The letter must indicate the differences between the claims as filed and the daims aa amended. It must, in 
particular, indcate, in connection with eadi claim appearing in the international appfication Ql being understood 
that identieal imfications conoeming several claims may be groupecO.whethar 

(i) the claim is unchanged; 

(a) the claim is cancelled; 

Cni) the claim is new; 

(iv) the claim replaces one or more daims as filed; 

(v) the claim is the result of the division of a claim as filed. 



The follovrlng examples illustrate the manner tn which amendments must be explained In the 
accompanying letter: 

1 . [Where originaQy there were 48 claims and after amendment of some claims ttiere are 51 ]: 
*aaims 1 to 29. 31 , 32, 34. 35, 37 to 48 replaced by amended claims k>earing the same numbefB; 
datms 30, 33 and 36 unchanged; new daime 49 to 51 added.* 

2. (Where originaOy there were 1 5 daims and after amendment of all datms there are 1 1 ]: 
*Claima 1 to 1 5 replaced k>y amended daima 1 to 1 1 .* 

. 3. [Where originally there were 14 daims and the amendments consist in canoeningson^ 
new claims]: 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 canoeDed; new daims 15, 16 and 17 added.* or 
"Claims 7 to 13 cancelled; new datms 1 5, 16 and 17 added; aO other daims urwhanged.' 

4. [Where various kinds of amendments are made]: 

'Claims 1-10 unchanged; daims 1 1 to 1 3, 1 6 and 1 9 canoeOed; claims 1 4, 1 5 and 1 6 replaced by amended 
datm 14; claim 17 subdivided into amended daims 15, 16 and 17; new datms 20 and 21 added.* 



"Statement under article 19(1)" (Rule 46.4) 

The amendments may t» accompanied by a statement explaining the amendments and indicating any impad 
that such amendments might have on the descnption and the drawings (which cannd be amended under 
Article 19(1)). 

The statement wfll published with the intemationd appiieation and the amended daims. 
R must be In the language In which the International apppllcation Is to be pul>lished. 

It must be brief, not exceeding 500 words if in English or if translated into Engfish. 

It should not be confused with and does nd replace the letter indicating the differences behM/een the claims 
as filed and as amended. It must be filed on a separate shert and must l>e identified as such by a heading, 
preferably by using the words 'Statetnent under Aftioto 1 9(1).* 

It may not contain any disparaging comments on the intemationd search report or the refevance ot citations 
contdned in that report. Reference to citations, retovant to a given daim, oontdned in the intemationd search 
report may be made only in conneotion wfth an amendment of that eldm. 



Consequence H a demand for Intemationd prdlminary examination has afready been filed 

If. at ttie time of filing any amendments under Artide 1 9, a demand for international prdlminary examination 
has already been submitted, the applicant must preferably, at the same time of filing the amendments with the 
Intemdtonal Bureau, also fife a copy of such amendments with the Intemational Preliminary Examining 
Authority (see Rufe 62.2(a), firet sentence). 



Consequenoe with regard to translation of the Intemational application I6r entry Into the national phase 

The applicant's attention is drawn to the fact that, where upon entry into the natioruil phase, a translation of the 
daims as amended under Artide 19 may have to be furnished to the designated/eleded Offices, instead of, or 
in addition to, the translation of the ddms as filed. 

For further detdls on the requtremento of each designated/eleded Office, see Volume H of the PCT Applicant's 
Guide. 



Notes to form PCT/ISA/220 (second sheet) (January 1994) 
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PATENT COOPERATION TREATY " 

PCT 



INTERNATIONAL SEARCH REPORT 



(PCT Article 1 8 and Rules 43 and 44) 


Applicants or agents file reference 
P1211 (14364 .49) 


FOR FURTHER ^ Notification of Transmittal of International Search Report 

(Form PCT/ISA^220) as well as. where appllcat>le. item 5 below. 

ACTION 


International application No. 


International filing date (day/month/year) 


(Earliest) Priority Date (day/month/year) 


PCT/US 03/30010 


18/09/2003 


18/09/2002 


Applicant 






MEDTRONIC VASCUIiAR, INC. 







This International Search Report has been prepared by this International Searching Auttiorlty and is transmitted to the applicant 
according to Article 1 8. A copy is being transmitted to the International Bureau. 



This International Search Report consists of a total of 07 sheets. 

[x] It is also accompanied by a copy of each prior art document cited in this report 

1 . Basis of the report 

a. WItii regard to the language, ttie international search was carried out on the basis of the International application In the 
language in which it was filed, unless ottienvise incficated under this item. . 

I I the international search was carried out on the basis of a translation of the international application furnished to ttils 
Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed In the Intemational application, the International search 
was carried out on the basis of the sequence listing : 

contained in the international application In written fomri. 

filed togettier with ttie intemational application In computer readable form, 
fumished subsequentiy to this Authority in written form, 
fumished subsequentiy to this Autinority in computer readble form. 

the statement tiiat the subsequentiy fumished written sequence listing does not go beyorKi the disclosure In the 
International application as filed has been fumished. 

the statement ttiat the Information recorded In computer readable form is identical to the. written sequence listing has been 
fumished 

Certain claims were found unsearchable (See Box I). 
Unity of invention is lacking (see Box II). 

4. Witti regard to ttie title, . 

fx] the text is approved as submitted by the applicant 

I I the text lias been established by tills Auttiority to read as follows: 



□ 
□ 
□ 
□ 
□ 

□ 

2. [X] 
3- □ 



Witti regard to the abstract, 

[x] the text Is approved as submitted by the applicant 

□ the text has been established, according to Rule 38.2(b), by this Authority as It appears In Box III. The applicant may, 
within one month from the date of mailing of this intemational search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstoiact is Figure No. 



I I as suggested by the applicant [x] None of the figures. 

I I because ttie applicant failed to suggest a figure. 

I I because ttiis figure better characterizes the invention. 



Form PCT/ISA/210 (first sheet) (July 1998) 



intl national search report 


IntemaUonal AppUeaUon No 

PCT/US 03/30010 


A. CLASSIRCATION OF SUBJECT MATTER 

TPr 7 Afiii^i/in Afiii'^i/lfi 

Irv / nulLOl/ lU nUluOX/ xu 




Acconling to IntemalionaJ Patent aassificalion (IPC) or to both national classification and IPC - 




B. RELDS SEARCHED 


M'tnlmum documentation searched (dassificalion system followed tiy dassificatton symbols) 

IPC 7 A61L 



Documentation seafched other than minimum documentation to the extent that such documents are included In the fields searched 



Electronic data base consulted during the international search (name of data base and. where practical, search terms used) 

EPO-Internal , BIOSIS, EMBASE 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 


Citallon ol document, wBh incflcation, where appropiiale, of the relevant passages 


Relevant to daim No. 


X.Y 


WO 00 32255 A (SCIMED LIFE SYSTEMS INC) 


. 1-25 


8 June 2000 (2000-06-08) 






claims 1,2,4,8,10 






page 5, line 26-28 






page 11, line 17-29 






page 13, line 19^20 






page 14, line 9,10 






page 17, line 11-27 






page 21, paragraphs 14-21 




X.Y 


US 6 368 658 Bl (KAMATH KALPANA ET AL) 


1-25 


9 April 2002 (2002-04-09) 






Claim 21 






example 7 






column 4, line 30-39,54-56 






column 7, line 3-9,20-32 











Y\ Further documents aire listed In the continuation of box 0. |x I Patent family members are listed in annex. 



•T* later document published after the International filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
Invention 

*X' document of particular relevance; the claimed Invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document Is taken alone 

•Y' document of particular relevance; the claimed Invention 

cannot t>e considered to involve an Inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art 

document member of the same patent family 



Date of the actual completk>n of the international search 

12 February 2004 


Date of mailing of the international search report 

24/02/2004 


Name and mailing address of the ISA 

European Patent Office, P.B. 5818 Patenttaan 2 ■ 
NL - 2280 HV Rijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70)340-3016 


Authorized officer 

Perls AntoH , B 



Fomn PCT/ISA/210 (second sheet) (July 1992) 



page 1 of 2 



Spectal categories of dted documents : 

'A' document defining the general state of the art which Is not 

considered to l>e of particuleir relevance 
*E* eariter document but published on or after the International . 

filing date . 

*L' document which may throw doubts on priority dalm(s)or 
which Is cited to establish the publication date of another 
dtatton or other special reason (as specified) 

'C document referring to an oral disclosure, use, exhibition or 
other means 

'P' document published prior to the International filing date but 
later than the priority date claimed 



\ 



int: national search report 


International Application No \ 

PCT/US 03/30010 


C^Continuation) DOCUMENTS CONSIDERED TO BE RELEVANT 


Category* 


C&aUon of ckxaiment. with indicatlon.whefe appropriate, of the relevant passages 


Relevant to daim No. 


X,Y 


US 5 824 048 A (TUCH RONALD. J) 
20 October 1998 (1998-10-20) 

claims 1-8 
column 3, line 6-22 
column 6, line 33-65 

example 8 




1-25 


X.Y 


WO 93 06792 A (SCIMED LIFE SYSTEMS INC) 
15 April 1993 (1993-04-15) 
claims 1,2,4 

page 19, line 24 -page 21, line 9 




1-25 


X.Y 


WO 00 45734 A (WRIGHT MEDICAL TECH INC) 
10 August 2000 (2000-08-10) 
claims 1,4-8 
page 1, line 28-33 
page 3, line 27-32 
page 5, line 29-33 




1-25 


X,Y 


WO 02 26139 A (CORDIS CORP) 
4 April 2002 (2002-04-04) 

example 4 

figures 4,5 
page 8, line 15,16 
page 20, line 1-16 




1-25 


Y 


DUNNE M ET AL: "Influence of particle 
size and dissolution conditions on the 
degradation properties of 
polylactide-co-glycolide particles" 
BIOMATERIALS, ELSEVIER SCIENCE PUBLISHERS 
BV., BARKING, GB, 

vol. 21, no. 16, August 2000 (2000-08), 
pages 1659-1668, XP004200585 
ISSN: 0142-9612 

page 1659, column 2, paragraph 2 -page 
1660, column 1, paragraph 1 




1-25 


Y 


JAIN R A: "The manufacturing techniques 
of various drug. loaded biodegradable 
poly(lactide-co-glycollde) (PLGA) devices" 
BIOMATERIALS, ELSEVIER SCIENCE PUBLISHERS 
BV., BARKING, GB, 
vol. 21, no. 23, 

1 December 2000 (2000-12-01), pages 
2475-2490, XP004216917 
ISSN: 0142-9612 

page 2476, column 1, paragraph 5 -column 
2, paragraph 2 




1-25 



Foim.PCT/ISA/210 (continuation d seeond stieet) (July 1992) 
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International Application No. PCTAJS 03 iSOOlO 



FURTHER INFORMATION CONTINUED FROM PCT/ISA/ £10 



Continuation of Box 1.2 
Claims Nos.: 1-25 (partially) 



Present independent claims 1, 11 and 12 relate to coating(s) which are 
defined by reference to a desirable characteristic or property, namely 

(1) "coating having at least two layers, each of them having at least 
one physical property affecting the releaseabllity of a therapeutic 
compound, said property differing from one to the other layer" 'see claim 
1 ' • 

(11) "controllable drug releasing gradient coating" 'see claim 11!; and 
(ill) "first (coating) layer having at least one physical property 
affecting the releaseabllity of a therapeutic compound, and at least one 
additional layer differing in said, at least physical property" *see claim 
12!. 

The dependent claims 5-6 or 17-18 indicate one physical property of the 
coating layers -namely, the molecular weight-, and claims 7 or 19 
indicate various kinds of polymers of which at least one of the layers 
could be constituted. However, none of the claims gives a concrete 
definition of both coating layers. 

The claims cover all coating layers having the aforementioned 
characteristics or properties, whereas the application provides support 
within the meaning of Article 6 PCT and/or disclosure within the meaning 
of Article 5 PCT only for theoritical examples of said layers. In the 
present case, the claims so lack support, and the application so lacks 
disclosure, that a meaningful search over the whole of the claimed scope 
is impossible. Independent of the above reasoning, the claims also lack 
clarity (Article 6 PCT). An attempt is made to define the coating layers 
by reference to a result to be achieved. Again, this lack of clarity in 
the present case Is such as to render a meaningful search over the whole 
of the claimed scope impossible. Consequently, the search has been 
carried out for those parts of the claims which appear to be clear, 
namely medical Implants comprising anti-restenotic drugs as defined in 
claims 8-10 or 21-25. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims, relating to inventions in respect of which no international 
, search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT). The applicant 
is advised that the EPO policy when acting as an International 
Preliminary Examining Authority is normally not to carry out a 
preliminary examination on matter which has not been searched. This 1s 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US 03/30010 



Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This International Search Report has not been established In respect of certain daims under Article 17(2)(a) for the following reasons: 



1. jV] Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



Although claim 11 1s directed to a method of treatment of the human/animal 
body, the search has been carried out and based on the alleged effects of the 
compound/composition. 

ciaimsNos.: 1-25 (partially) 

because they relate to parts of the International Application that do not comply with the prescrik)ed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 

see FURTHER INFORMATION sheet PCT/ISA/210 



CiaimsNos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of Invention is iacldng (Continuation of item 2 of first sheet) 



This Intemational Searching Authority found multiple inventions In this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' — J searcliable claims. 

2. I I As all searchable claims could be searched without effort Justifying an additional fee. this Authority did not invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
^ — ' covers only those claims for which fees were paid, specifically claims Nos.: 



I I No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to.the invention first mentioned In the claims; it is covered by claims Nos.: 



Remartc on Protest | [ The additional search fees were accompanied by the applicant's protest. 

[ I No protest accompanied the payment of additional search fees. 
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